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Absence d'unite de ['invention 

Declaration motivee selon I'article 35(2) quant a la nouveaute, I'activite inventive et la possibility 
d'application industrielie; citations et explications a I'appui de cette declaration 

Certains documents cites 

Irregularis dans la demande intemationale 



II 


□ 


III 


□ 


IV 


□ 


V 


IS 


VI 


□ 


VII 




VIII 


□ 



Date de presentation de la demande d'examen preliminaire 
intemationale 

21/09/1998 


Date d'achevement du present rapport 

2 5. 05. 99 


Norn et adresse postale de ('administration chargee de 
I'examen preliminaire international: 

Office europeen des brevets 
Jfil D-80298 Munich 
C^ 7 T6\. (+49-89) 2399-0 Tx: 523656 epmu d 
Fax: (+49-89) 2399-4465 


Fonctionnaire autorisS ^^r^ss*^. 

V M % 

BULCAO DE MELO .., T \\ // 
N" de telephone (+49-89) 2399 8972 
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RAPPORT D'EXAMEN 
PRELIMINAIRE INTERNATIONAL 



Demande internationals n° PCT/FR98/00381 



I. Base du rapport 

1 . Ce rapport a ete redige sur la base des elements ci-apres (les feuilles de remplacement qui ont 6te remises £ 
I'office recepteur en reponse a une invitation faite conformement a /'article 14 sont considerees, dans le present 
rapport, comme "initialement deposees" etne sont pas jointes en annexe au rapport puisqu'el/es ne contiennent 
pas de modifications.) : 

D scription, pages: 

1-53 version initiale 

R^endications, N°: 

1-12 version initiale 

D ssins, feuilles: 

1/1 version initiale 

2. Les modifications ont entraine I'annulation : 

□ de la description, pages : 

□ des revendications, n os : 

□ des dessins, feuilles : 

3. □ Le present rapport a ete formule abstraction faite (de certaines) des modifications, qui ont ete considerees 

comme allant au-dela de I'expose de I'invention tel qu'il a ete depose, comme il est indique ci-apres 
(regie 70.2(c)) : 

4. Observations complementaires, le cas echeant : 
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RAPPORT D'EXAMEN 
PRELIMINAIRE INTERNATIONAL 



V. D daration motiv ' s Ion larticle 35(2) quant a la nouveaute, I'activit ' inventive et la possibility 
d'application industrielle; citations et explications a I'appui de cette declaration 

1. Declaration 



Nouveaute 


Oui : 


Revendications 


11 




Non : 


Revendications 


1-10 et 12 


Activite inventive 


Oui : 


Revendications 






Non : 


Revendications 


11 


Possibility d'application industrielle 


Oui : 


Revendications 


1-12 




Non : 


Revendications 





2. Citations et explications 
voir feuille separee 

VII. Irregularites dans la demande Internationale 

Les irregularites suivantes, concemant la forme ou ie contenu de la demande internationale, ont ete constatees : 
voir feuille separee 
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Demande intemationale n° PCT/FR98/00381 



1 . II est fait reference aux documents suivants: 

D1: WO-A-96 04393 
D2: WO-A-91 09957 

D3: Bioscience, Vol. 40, No. 6, 1990, pages 438-442 
SECTION V 

2. Nouveaute (Article 33(2) PCT) 

La presente demande ne satisfait pas aux criteres enonces a ('Article 33 (2) PCT, 
I'objet des revendications 1-10 et 12 faisant partie de Tart anterieur selon le 
reglement d'execution (Regie 64 (1)-(3) PCT). 

2.1. Le document D1 decrit un procede de preparation de plantes modifiees 
genetiquement, tels que le tabac, comprenant la regeneration de la plante a partir 
d'une cellule vegetale qui a ete transformee par des sequences d'ADN. Ces 
sequences d'ADN comprennent un gene d'interet, tel qu'un gene lethal pour 
empecher la germination des graines, lie a une sequence de blocage excisable, tel 
qu'un gene de sterilite male (AMS), associes a des elements de regulation de 
I'expression chez les plantes. Les plantes ainsi obtenues permettent d'eviter la 
dissemination du gene d'interet. 

De plus, le document D1 decrit un procede de preparation de plantes hybrides 
modifiees genetiquement, comprenant le croisement de deux plantes. La premiere 
plante est tel que decrit ci-dessus, et la deuxieme plante est obtenue par 
regeneration d'une cellule vegetale transformee par une sequence d'ADN codant 
pour une recombinase specifique pour la sequence de blocage excisable. Ce 
procede permet d'eliminer le fragment d'ADN excisable et done aussi d'utiliser ce 
fragment excisable (gene AMS) pour le criblage des plantes transformees ainsi 
obtenues. 

(Voir resume et page 9, ligne 8-page 15, ligne 2). 

L'objet des revendications 1-10 et 12 n'est done pas nouveau au vu de D1. 
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FEUILLE SEPAREE 



2.2. Le document D2 decrit un systeme de recombinaison pour eliminer des genes 
indesirables de plantes transgeniques telles que le tabac. (.'elimination d'un gene de 
sterilite male (AMS) par ce systeme permet de retablir la fertilite des plantes 
exprimant le gene d'interet, permettant done aussi le criblage des plantes ainsi 
obtenues. (Voir resume et pages 19-20). 

L'objet des revendications 4 et 5 n'est done pas nouveau au vu de D2. 

2.3. Le document D3 decrit I'utilisation d'une plante male sterile, telle que le tabac, 
comprenant un gene d'interet, pour eviter la dissemination dudit gene d'interet. (Voir 
page 440-441). 

L'objet des revendications 1-3, 5 et 6 n'est done pas nouveau au vu de D3. 
3. Activite Inventive (Article 33(3) PCT) 

La presente demande ne satisfait pas aux criteres enonces a I'Article 33 (3) PCT, 
l'objet de la revendication 1 1 n'impliquant pas d'activite inventive (Regie 65 (1) et 



L'etat de la technique le plus proche pour juger de I'activite inventive de la 
revendication 11 est considere comme etant represents par le document D1. Ce 
document decrit des sequences d'ADN qui comprennent un gene d'interet lie a une 
sequence de blocage excisable, tel qu'un gene de sterilite male (AMS). 

Un procede de production d'un produit d'expression d'un gene d'interet, tel que defini 
dans la revendication 1 1, est une procedure courante dans Tart anterieur. 

En vu de I'obtention d'un produit d'expression d'un gene d'interet, tel que decrit dans 
D1, I'homme du metier n'aurait done besoin d'aucune activite inventive pour 
appliquer un tel procede aux sequences de D1. 

L'objet de la revendication 1 1 n'implique done pas d'activite inventive. 



(2) PCT). 
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4. Application Industrielle (Article 33(4) PCT) 

L'objet de la presente demande (revendications 1-12) est susceptible d'application 
industrielle (Article 33 (4) PCT). 

SECTION VII 

5. Contrairement a ce qu'exige la regie 5.1 a) ii) PCT, la description n'indique pas I'etat 
de la technique anterieur pertinent expose dans le document D1 et ne cite pas ce 
document. 
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FOR fiirthpr ACTION See Notification of Transmittal of International 
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International application No. 


International filing date (day/month/year) 


Priority date (day/month/year) 
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27 February 1997 (27.02.1997) 


International Patent Classification (IPC) or national classification and IPC 
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This international preliminary examination report has been prepared by this International Preliminary Examining 
Authority and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



6 



. sheets, including this cover sheet. 



I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
' — ' been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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II 
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IV 
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V 
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VII 
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□ 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/FR98/00381 



I. Basis of the report 



1 . This report has been drawn on the basis of {Replacement sheets which have been furnished to the receiving Office in response to an invitation 
under Article 14 are referred to in this report as "originally filed" and are not annexed to the report since they do not contain amendments.)'. 

| | the international application as originally filed. 

[Xj the description, pages *~53 t as originally filed, 

pages , filed with the demand, 

pages , filed with the letter of 

pages , filed with the letter of 



the claims, 



Nos. 
Nos. 
Nos. 
Nos. 
Nos. 



1-12 



, as originally filed, 

, as amended under Article 19, 

, filed with the demand, 

, filed with the letter of 

, filed with the letter of 



the drawings, 



sheets/fig 
sheets/fig 
sheets/fig 
sheets/fig 



1/1 



, as originally filed, 
, filed with the demand, 
, filed with the letter of 
, filed with the letter of 



2. The amendments have resulted in the cancellation of: 

1 1 the description, pages 

1 1 the claims, Nos. 

I I the drawings, sheets/fig 



2 I I This report has been established as if (some of) the amendments had not been made, since they have been considered 
— to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

4. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Statement 

Novelty (N) 

Inventive step (IS) 



Industrial applicability (IA) 



2. Citations and explanations 

1. Reference is made to the following documents: 

Dl: WO-A-96/04393 
D2: WO-A-91/09957 

D3: Bioscience, Vol. 40, No, 6, 1990, pages 438 to 
442. 

2. Novelty (PCT Article 33(2)) 

The present application does not meet the 
requirements of PCT Article 33(2) since the subject 
matter of Claims 1 to 10 and 12 belongs to the prior 
art as defined in the Regulations (PCT Rule 64.1 to 
64.3). 

2.1 Dl describes a method of preparing genetically 

modified plants, such as tobacco, comprising the 
regeneration of the plant from a plant cell which 
has been transformed by DNA sequences. These DNA 
sequences comprise a gene of special importance, 
such as a lethal gene for preventing seed 
germination, linked to an excisable blocking 
sequence, such as a male sterility gene (AMS) , 
associated with elements for regulating expression 
Form PCT/IPEA/409 (BoxV) (January 1994) 



Claims 1 1 YES 

Claims 1-10 and 12 no 

Claims YES 

Claims 11 NO 

Claims 1-12 YES 

Claims NO 
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in the plants. The resultant plants prevent the gene 
of special importance from being released. 
Furthermore, Dl describes a process for preparing 
genetically modified hybrid plants comprising the 
crossbreeding of two plants. The first plant is as 
described above, and the second is obtained by 
regenerating a plant cell transformed by a DNA 
sequence that codes for a specific recombinase for 
the excisable blocking sequence. This method enables 
the excisable DNA fragment to be eliminated and 
hence this excisable fragment (AMS gene) also to be 
used for screening the resultant modified plants 
(cf . abstract and page 9, line 8, to page 15, line 
2) . 

Therefore the subject matter of Claims 1 to 10 and 
12 is not novel over Dl. 

2.2 D2 describes a recombination system for eliminating 
undesirable genes from transgenic plants such as 
tobacco. Eliminating a male sterility gene (AMS 
gene) using this system restores the fertility of 
the plants expressing the gene of special 
importance, thus also enabling the resultant plants 
to be screened (cf . abstract and pages 19-20) . 

Therefore the subject matter of Claims 4 and 5 is 
not novel over D2 . 

2.3 D3 describes the use of a sterile male plant, such 
as tobacco, comprising a gene of special importance, 
to prevent the release of said gene (cf . pages 440- 
441) . 
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Therefore the subject matter of Claims 1 to 3 , 5 and 
6 is not novel over D3 . 



The present application does not meet the 
requirements of PCT Article 33(3) since the subject 
matter of Claim 11 does not involve an inventive 
step (PCT Rule 65.1, 65.2). 

The closest prior art for the assessment of 
inventive step of Claim 11 is considered to be 
represented by Dl . That document describes DNA 
sequences comprising a gene of special importance 
linked to an excisable blocking sequence, such as a 
male sterility gene (AMS gene) . 

A method of producing a product for expressing a 
gene of special importance, as defined in Claim 11, 
is a conventional procedure in the prior art. 

Therefore a person skilled in the art would not need 
to be inventive to apply such a method to the 
sequences in Dl in order to obtain a product 
expressing a gene of special importance, as 
described in Dl . 

Consequently the subject matter of Claim 11 does not 
involve an inventive step. 



The subject matter of the present application 
(Claims 1 to 12) has industrial applicability (PCT 
Article 33(4) . 



3. 



Inventive step (PCT Article 33(3)) 



4. 



Industrial applicability (PCT Article 33(4)) 
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VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 

5. Contrary to the requirements of PCT Rule 

5.1(a) (ii), the description did not cite Dl and it 
did not briefly outline the relevant prior art 
contained therein . 
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